
From: Ballew, Mary
To: Casey, Carolyn
Cc: Rodriguez, Sebastian
Subject: mary"s_comments_Supp.Response to Jan 2019 EPA Comments on Initial Risk Characterization (002).pdf
Date: Friday, March 22, 2019 4:36:38 PM
Attachments: mary"s_comments_Supp.Response to Jan 2019 EPA Comments on Initial Risk Characterization (002).pdf

Hi Carolyn—
 
it seems like they will do most of what we want, but they are
argumentative about it.  I provided comments in a couple of
places where it was particularly annoying, but if you don’t want
to tackle them feel free to leave them out.  I don’t know if the link
I included will work—it was a report to Congress that EPA made
in 2000.  It mentions the elderly and people with biological or
genetic differences as being sensitive subpopulations of interest
to EPA.
 
I will be in on Monday if you have any questions,
Mary

mailto:ballew.mary@epa.gov
mailto:Casey.Carolyn@epa.gov
mailto:rodriguez.sebastian@epa.gov
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Response to Comments on 


EPA’s Technical Review of the August 14, 2018 Initial Site Risk Characterization for the 


Former United Shoe Machinery Division North Parcel (Supplemental Comments Received 


January 31, 2019) 


 


 


Section 1.0  Introduction 


 


EPA Comment:  The second Sentence in the second paragraph should be deleted or revised to 


correctly reflect the RCRA Corrective Action Goals. 


 


“In 2009, the 2020 Baseline was introduced. This list represented the 3,746 facilities 


where EPA and the authorized States focused their attention. EPA and the authorized 


states have an aspirational goal of largely implementing final remedies at 95 percent of 


facilities requiring corrective action by the year 2020.” 


 


Response: The requested text change has been made. 


 


EPA Response (January 2019): 


No response needed. 


 


EPA Comment: In the second to last paragraph to this section, the additional data for suite 157J 


should also be discussed here and considered for use throughout the risk assessment. Section 8.1 


Risk Assessment, Page 38 of the Written Proposal states that “Exposure point concentrations for 


each compound shall be based on the maximum detected concentrations between the various 


seasonal sampling events.” The maximum detected concentration should not be restricted to 


samples collected in 2018. Refer to August 2015, Air Sampling Status and Updated 


Characterization Report. Also refer to Table 5 in this report re the multiple lines of evidence 


approach. Include a similar evaluation as in Table 5 for each suite. It should be clear which 


outdoor air sample is being used in the evaluation comparison (i.e., location, date, and value). If 


average concentrations are to be used as well, it should be perfectly clear what values are being 


included in the calculation of the average concentration. 


 


Response: We respectfully and fundamentally disagree inasmuch as current concentrations form 


the bases for the risk assessment. Samples collected in 2015 no longer have quantitative value to 


risk characterization; they only have qualitative value, as they have been superseded by the 2018 


data. Data from 2015 cannot be used to reflect current site risk quantitatively. The Written 


Proposal refers only to samples collected pursuant to the Written Proposal – not to samples 


collected previously. The reference to the multiple lines of evidence table is outside the scope of 


this report; this report is intended to provide a baseline of the indoor air total risk without 


looking at actual sources of indoor contaminants. No average concentrations were used in this 


report. 


 


EPA Response (January 2019): 


The 2012-2015 indoor air data meets the Data Quality Objectives as outlined in the QAPP; 


therefore, the data is usable for both qualitative and quantitative purposes and cannot be 


dismissed.  The use of maximum concentrations, since there are such a limited number of 


samples, is necessary and appropriately conservative at this point in the assessment.  This is also 
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appropriate since a 95% UCL cannot be calculated due to the limited number of samples 


collected. 


 


Each indoor air sample collected is only a very brief snapshot in time.  The variability or 


consistency of this data, collected over multiple sampling events, is also important and should be 


discussed in the text.  The summary tables of estimated exposure point concentrations should 


include an additional column with the maximum detected concentration over all sampling events.  


Please also include the date the sample with the maximum detected concentrations was collected 


(including the 2012-2015 data). 


 


The soil gas sampling data is not as consistent between sampling events as is the indoor air data.  


This is not unusual.  Nonetheless, the older soil gas data (including 2012-2015 data) are both 


valid for at least qualitative reasons and do indicate that there may be a pathway.  We will 


reserve further comment until the additional indoor air data is collected reviewed and conditions 


assessed. 


 


Please note that there may be some confusion between data uses in ecological risk assessment 


versus human health risk assessment.  In ecological risk assessment, current data could very well 


supercede older data since the older data does not necessarily represent current conditions.  This 


is ONLY due to the transient nature of both sediment and even more so surface water. 


 


In human health risk assessment, soil gas and indoor air sampling results that varies from more 


recent data cannot be discarded with no valid reason.  If the sampling data was collected in 


accordance with an approved QAPP and determined to be valid, as it was here, it cannot be 


“superceded” as explained/presented here. 


 


Supplemental Response: The 2012-2015 data does not, in fact meet the QAPP data quality 


objectives because the QAPP was written and approved in 2017. Data collected prior to the 


QAPP approval (i.e., in 201-2015) cannot retroactively meet the QAPP.  A QAPP was prepared 


in 2012 for the 2012-2013 data, but it was never approved by EPA.  Data collected in 2014 and 


2015 was done voluntarily by Cummings Properties and not as part of a QAPP. 


 


Notwithstanding the foregoing, the 2012-2015 data has been included in this report for 


discussion purposes only. Risk calculations have similarly been revised using the maximum 


concentrations found in each specific suite.  However, maximum concentrations overestimate 


risk.  EPA stated “a 95% UCL cannot be calculated due to the limited number of samples 


collected.” We respectfully disagree.  The 95% UCL can be calculated for data sets of any size.  


Granted, the smaller the data set, the less validity the 95% UCL value has, and one can calculate 


a 95% UCL that is greater than the maximum concentration.  At Cummings Center, small data 


sets exist for Suites 135C, 149J, and 171X, so maximum concentrations would be the most 


applicable.  However in Suite 158D (formerly 157J), a total of 17 field samples (plus 3 field 


duplicates) have been collected since 2012.  This is a large enough data set to calculate a valid 


95% UCL that would be more applicable than simply using the maximum concentration.  


Therefore, the revised report now includes risk analysis of Suite 158D using both maximum 


concentrations and 95% UCLs. 


 


EPA requested that “The summary tables of estimated exposure point concentrations ... include 


an additional column with the maximum detected concentration over all sampling events.”  This 
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column already exists in Tables 2-9 of the report.  Each suite is considered its own separate 


exposure point for risk assessment purposes.  These tables have been revised to account for the 


inclusion of the 2012-2015 data. EPA also requested “include the date the sample with the 


maximum detected concentrations was collected,” Such inclusion is not practical. There are 


more than 70 analytes and the maximum concentration of each analyte varies extensively. 


 


EPA’s reference to soil gas in this comment is not relevant to the purpose of this report, as soil 


gas is not quantitatively used for risk calculations when indoor air data is collected, per the 


MassDEP Vapor Intrusion Guidance Policy. As stated in Section 1 of the report, for the 


purposes of this initial risk characterization, the only data quantitatively evaluated were the 


indoor air data for each of the four suites identified above [135C, 149J, 158D, and 171X].  This 


was done to provide a baseline assessment of risk to indoor air contaminants regardless of 


source, whether they be from vapor intrusion, indoor building sources, or outdoor ambient air.  


This report does not attempt to differentiate between vapor intrusion and building interior 


sources as the rationale for the presence of individual air contaminants.  This report does make 


comparisons with the ambient outdoor air to identify contaminants whose presence in indoor air 


may be primarily or partially due to the outdoor air quality.” 


 


Cummings Properties appreciates the difference between data used in ecological risk assessment 


versus in human health risk assessment.  However, older data being superseded by newer data is 


a concept that applies to both ecological and human health risk assessment where the older data 


no longer represents current conditions.  This is especially applicable to volatile compounds as 


they have a tendency to break down in the environment over time.  At this site, in Suite 158D, for 


instance, different tenants were present in 2012 than are there now.  The data for this suite 


shows higher APH concentrations in 2012-2014 than in 2015-2018; this could be because the 


previous tenant (in 2012-2014) had a confounding interior source of petroleum that the current 


tenant does not use.  This is just one example of older data not representing current conditions. 


 


EPA Comment: The last sentence of this section states the following: 


 


“This report does not attempt to differentiate between vapor intrusion and building 


interior sources as the rationale for the presence of individual air contaminants. This 


report does make comparisons with the ambient outdoor air to identify contaminants 


whose presence in indoor air may be primarily or partially due to the outdoor air quality.” 


 


This is an issue that will need to be addressed in the revised report. The new data from adjacent 


suites and all the older data need to be incorporated for a complete and accurate conceptual site 


model and data evaluation. 


 


Response: We respectfully disagree. The quoted excerpt accurately sets forth the contents of the 


report.  New data from adjacent suites and older data do not apply to this specific report. This 


report is intended as a baseline to determine the total indoor air risk. Although future reports 


such as the Phase II will contain a conceptual site model, no such model is required to determine 


the total indoor air risk, and as such, is not contained in this report. 
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EPA Response (January 2019): 


This document is a site risk characterization and therefore needs to include a conceptual site 


model which should be updated as new data or information is assessed.  Again, this is an issue 


that will need to be addressed in the revised report.  The new data from adjacent suites and all the 


older data need to be incorporated for a complete and accurate conceptual site model and data 


evaluation. 


 


Supplemental Response: Please see two immediately preceding supplemental responses, 


including the restated purpose of this report (as stated in Section 1): Given such purpose, a site 


conceptual model is not relevant to this type of report.  This report is essentially an exercise in 


mathematics, while drawing conclusions as to which chemical compounds are significant risk 


drivers and where such compounds are located.  This report does not go expressly evaluate 


whether compounds are present due to vapor intrusion or some other mechanism.  This report 


seeks to define which compounds need to be evaluated further due to risk concerns. 


 


Moreover, this report is beyond the scope of the reports reviewed in the ACO.  While a full site 


risk assessment is required, it will not be fully developed until such time that the RFI report is 


being prepared.   


 


2.0  RISK CHARACTERIZATION 


2.1  Selection of Constituents of Concern (COC) 


 


EPA Comment: Regarding the elimination of COCs, it’s not clear that this was used in this risk 


assessment. If not, perhaps the discussion should be deleted to eliminate any confusion. If so, it 


should be included under the uncertainty section. 


 


The discussion of COC selection (elimination of compounds from the COC list) does not appear 


to be site specific but should be. Include tables and provide valid justification for each COC 


proposed to be deleted.  The process of COCs selection must be clear and fully documented with 


an appropriate justification for each COC eliminated.  


 


Response: Understood. For purposes of this report, no COCs were eliminated. The text will be 


revised to make that point clear.  


 


EPA Response (January 2019): 


No response needed. 


 


Section 2.2.2  Development of Exposure Profiles 


 


EPA Comment: Please provide more detail on the Conceptual Site Model for human exposures 


to contaminants. 


 


Provide more detail about how subsurface vapors, where they may exist, would enter each suite 


in relation to the subsurface contamination (soil gas measurements indicate residual soil 


contamination). Discuss site specific utilities, ventilation, air pressure, etc. Discuss the specifics 


of the potential exposure pathways. A digital manometer can be used to evaluate if the source of 


the subsurface soil gas is potentially from indoor air operation at Suite S-140-A. 


 



MBALLEW

Sticky Note

The Conceptual Site Model is needed for each suite.  It discusses the populations exposed, the source of the exposure, the times of day and times of year exposed and multiple years of exposure.  If the receptors and uses of the property change during different eras, that should be described.







5 
 


How long has the manufacturing facility been operating at Suite S-140-A or any other suite in 


the building? If it had a previous location, that should also be identified. This is relevant 


information in the evaluation of some of the claims with respect to indoor air and soil gas 


collected prior to 2018. Please provide the MSDS sheets obtained for the location. Are there 


other similar locations that may be impacting any of the suites that were sampled? 


 


Response: We respectfully disagree with EPA’s comment, as it relates to this report, which, as 


described above, is intended as a baseline to determine the total indoor air risk. Although future 


reports such as the Phase II will contain a conceptual site model and detailed information on 


Suite S-140-A, such information is not required to determine the total indoor air risk, and as 


such, is not contained in this report.   


 


EPA Response (January 2019): 


This is an issue that will need to be addressed in the revised report.  The new data from adjacent 


suites and all the older data need to be incorporated for a complete and accurate conceptual site 


model and data evaluation. 


 


Supplemental Response: Please see three immediately preceding supplemtnal responses, 


including the specific purpose of this report (as stated in Section 1): Given such purpose, a site 


conceptual model is not relevant to this type of report.  This report is essentially an exercise in 


mathematics, while drawing conclusions as to which chemical compounds are significant risk 


drivers and where such compounds are located.  This report does not expressly evaluate whether 


compounds are present due to vapor intrusion or some other mechanism.  This report seeks to 


define which compounds need to be evaluated further due to risk concerns.  The revised report 


has updated the data tables to include the 2012-2015 data and additional data from Suite 135C 


collected in December 2018. 


 


2.2.4  Exposure Points and Exposure Point Concentrations 


 


EPA Comment: The last section to this paragraph states the following. “For the maximum 


concentrations, two sets of EPCs were established: one set of EPCs represent the concentrations 


of detected compounds only; and the second set of EPCs represent all compounds analyzed and 


if a compound was not detected, the EPC value represents one-half of the analytical detection 


limit.” Please note that only the second set is necessary. 


 


Response: We respectfully disagree. The purpose of the two sets of EPCs is to show the 


numerical value of total risk that is due solely to undetected compounds; this is an important 


concept that belongs in the risk characterization. 


 


EPA Response (January 2019): 


No response needed. 


 


2.4.1  Methodology 


 


EPA Comment: The last section to this paragraph states the following. “The calculated 


cumulative receptor cancer risk estimates were compared to the Cumulative Cancer Risk Limit 


of 1 x 10
-5


 specified by the EPA and MassDEP and in accordance with the QAPP.” Please 


provide a complete reference documenting where this was specified by EPA and where it 
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appears in the QAPP. It cannot be located and in fact, Form L includes a comparison of reporting 


limits to the more stringent EPA point of departure for risk assessment of 1 x 10
-6


 for cancer and 


0.1 HI. 


 


Response: Understood. The reference to the QAPP in this section is an error. No such QAPP 


reference exists. The text has been revised to reflect this.  The Cumulative Cancer Risk Limit of 1 


x 10
-5


 is specified by MassDEP, which provides one of the bases for the MassDEP Vapor 


Intrusion Guidance Policy with which this work is designed to comply. Also, since the risk from 


the exterior ambient air samples is at a cancer risk greater than 1 x 10
-6


, the more stringent EPA 


point of departure cannot be used at this site. 


 


EPA Response (January 2019): 


It’s not clear how the EPC for the outdoor air samples were estimated.  Please clarify if the EPC 


is simply a maximum concentration from all background samples from all sampling events.  


Please include this clarification where outdoor ambient air is discussed.  Given the limited 


amount of outdoor ambient air data collected, it is not possible to use it in a quantitative fashion; 


the rows of data in Table 12 for background should be deleted.  The last sentence in the response 


above is simply not true. Background concentrations do not influence EPA’s point of departure.  


EPA would not necessarily subtract the outdoor background risk from the site risk given the 


exposure situation at this site.  Background can be discussed in the uncertainty section of the risk 


assessment. 


 


It’s not clear what is meant by “The Cumulative Cancer Risk Limit of 1 x 10
-5


 is specified…”  


Please clarify where it is specified and for what reason.  Please be specific when referring to 


policy versus guidance and do not confuse the two since they are not the same thing. 


 


The response also states, “designed to comply.”  Please note that guidance is just that, guidance.  


It is not policy.  What needs to be complied with are the regulations (e.g., the MCP).  Policy will 


also be relevant when making risk management decisions. 


 


As previously discussed, and equally important, is the evaluation of the Critical Exposure 


Pathway (CEP) under the MCP.  Similarly, and in accordance with EPA policy, in situations 


where there are sensitive receptors such as children, the disabled, or the elderly, EPA risk 


management decisions may be to choose the lower end of the risk range for clean-up to be more 


protective.  Where there are sensitive receptors, the vapor intrusion pathway may need to be 


mitigated.  As shown in Table 12, all the calculated cancer risks exceed EPA’s point of departure 


of one in a million. 


 


Supplemental Response: The EPCs for outdoor air were assumed to be maximum outdoor air 


concentrations based on the 2018 outdoor air data.  The data tables have been revised to include 


all the outdoor air data from 2012-2015.  In addition, a new row in the summary table has been 


added to note both the maximum and minimum concentrations for outdoor air.  These data are 


valid and can be used for quantitative purposes. As EPA pointed out in an earlier comment, data 


cannot be disregarded without a valid reason.  The revised report shows that the minimum 


contaminant concentrations in the outdoor air show a cancer risk in excess of 1 x 10
-6


. 


 


EPA states that “Background concentrations do not influence EPA’s point of departure,” is 


simply not true.  It has been practice since the 1980s by EPA and other states that background is 
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an established point of departure for remediation goals when background still shows risk in 


excess of risk assessment goals (e.g. 1 x 10
-6


 cancer risk) as it is neither practical nor feasible to 


remediate to below background conditions.  While discussions can be made over the value of 


background, the concept of background as a remedial end point is a fundamental concept that 


EPA must accept.  It becomes even more fundamental for air since it will not be feasible to 


achieve an indoor air risk of 1 x 10
-6


 cancer risk when the minimum contaminant concentrations 


in the outdoor air still show a cancer risk in excess of 1 x 10
-6


.  In addition, the revised risk 


summary table also includes rows showing the risks based only on compound detection limits 


(where one-half of the detection limit was used as the EPC); even here the cancer risk for all 


scenarios was greater than 1 x 10
-6


, thus making that level a risk assessment goal a real world 


impossibility. 


 


The quote “The Cumulative Cancer Risk Limit of 1 x 10
-5


 is specified…” refers to the maximum 


cancer risk for a condition of no significant risk as established by MassDEP in the 


Massachusetts Contingency Plan (310 CMR 40).  This specification is based on regulation, not 


guidance or policy.  This statement will be edited to reflect this point. 


 


Please note that the references to the MassDEP Vapor Intrusion Guidance Policy are correct 


and valid as stated.  The full title of the MassDEP document is “VAPOR INTRUSION 


GUIDANCE: SITE ASSESSMENT, MITIGATION AND CLOSURE; Policy #WSC-16-435.”  


In this document, guidance and policy are one and the same.   


 


The last paragraph in EPA’s latest response does not seem to contain relevant topics to this 


report or the ACO.  EPA states “As previously discussed, and equally important, is the 


evaluation of the Critical Exposure Pathway (CEP) under the MCP.”  There has been no prior 


discussion of the CEP in this report or in previous comments.  The CEP evaluation under the 


MCP is a separate issue and not related to the requirements of the ACO.  And, for EPA’s 


information, in accordance with the MCP and its related guidance and policies, a CEP only 


exists for indoor air if the air contaminants resulting in an exceedance of vapor intrusion 


guidance thresholds are caused by vapor intrusion.  If said concentrations are caused by other 


mechanisms unrelated to releases to the environment (i.e., indoor source, outdoor ambient air), 


a CEP does not exist.  Also, EPA’s discussion of sensitive receptors is not relevant.  The disabled 


and the elderly do not represent sensitive receptors for the purposes of environmental risk 


characterization.  While children are sensitive receptors, this has already been taken into 


account for the risk characterization models used for this site. If EPA in its risk management 


decisions chooses the lower end of the risk range for clean-up to be more protective for children, 


the disabled, or the elderly, EPA will be doing so based not on technical grounds or merits but 


on other motivations. 


 


2.4.2  Cumulative Hazard Estimates 


 


EPA Comment: In the last para to this section, clarify exactly what the “remaining compounds” 


are. Are they the ones named in the paragraph directly above? 


 


Response: Yes, the remaining compounds are the ones named in the previous paragraph. The 


text has been revised to clarify this point. 
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EPA Response (January 2019): 


No response needed. 


 


2.5  Uncertainty Analysis 


2.5.1  Characterization of OHM 


 


EPA Comment: The first paragraph states EPC used in the evaluation for indoor air were based 


on the maximum and average concentrations. Please clarify if and where average concentrations 


were used.  


 


Response: No average concentrations were used. The text has been revised to clarify this point. 


 


EPA Response (January 2019): 


No response needed. 


 


2.5.4  Risk Characterization 


 


EPA Comment: As part of the discussion of the non-detect analytes, provide a table for each 


suite showing all compounds where the reporting limits exceeded the relevant screening levels. 


 


Response: Such tables were included within the monthly Progress Reports where vapor 


intrusion sampling was collected.  For this specific report, since screening levels are not used to 


quantify risk, such tables were not included because they are not relevant. 


 


EPA Response (January 2019): 


This data is relevant to the selection of maximum concentrations and reporting limits.  This data 


is used and referenced in this Risk Assessment and needs to be included here.  All data from all 


sampling events needs to be included.  Since these tables are already prepared, it should not be a 


significant issue or effort to include them in this report. 


 


Supplemental Response: This report has updated the data tables to include the 2012-2015 data 


for the 4 daycare suite spaces and additional data from Suite 135C collected in December 2018. 


 


Figures 


 


EPA Comment: The figures (text and tables) should reflect that S-158D was previously 


identified as 157J. 


 


Response:  Agreed.  Figure 1 confirms this clarification – it is noted below the site map. 


 


EPA Response (January 2019): 


No response needed. 
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Tables 


 


Table 2 


 


EPA Comment: If the third column in Table 2 (and the other tables as appropriate) includes 


compounds at ½ the reporting limit, this should be stated in the column header. 


 


Response: This clarification is noted in a footnote to the applicable tables.   


 


EPA Response (January 2019): 


No response needed. 


 


Table 10 


 


EPA Comment: A complete summary table of all outdoor air samples should be provided. 


There were multiple outdoor air samples collected in different locations and during different 


events. 


 


Response: Such tables were included within the monthly Progress Reports where vapor 


intrusion sampling was collected. Full data summary tables will also be included in the Phase II 


report. For the purposes of this report, where the baseline risk was established by using 


maximum detected concentrations, full data summary tables are not necessary. 


 


EPA Response (January 2019): 


This data is used and referenced in this Risk Assessment and needs to be included here.  All data 


from all sampling events needs to be included. 


 


Supplemental Response: This report has updated the data tables to include the 2012-2015 data 


for the outdoor air samples. 


 


Table 13 


 


EPA Comment: This table (text and figures) should reflect that S-158D was previously 


identified as 157J. 


 


Response: The table has been revised accordingly. 


 


EPA Response (January 2019): 


No response needed. 


 


 










